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DETAILED ACTION 

Applicants' arguments, filed March 7, 2008, have been fully considered but they 
are not deemed to be fully persuasive. The following rejections constitute the complete 
set presently being applied to the instant application. 

Claim Rejections - 35 USC §112- 2 nd Paragraph 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 13- 17, 20, 21, 23 and 24 were rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. Applicant has clarified on the 
record that the ratio of the immediate release component to the controlled release 
component is based on the weight of the entire component and not the weight of active 
ingredient (see p 6, paragraph 1 of the response). Therefore, this rejection is 
WITHDRAWN. 

Claim Rejections - 35 USC § 103 



3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. Claims13 - 16, 20, 21 and 23 were rejected under 35 U.S.C. 103(a) as being 
unpatentable over Sunshine et al. (US 4,780,463). Due to the inclusion of specific 
controlled release polymers in the amended claims, this rejection is WITHDRAWN. 

Also, the rejections of claims 17 and 24, which were rejected over Sunshine et al. 
in combination with another reference are also WITHDRAWN. 

New Claim Rejections - 35 USC § 103 

5. Claims 13- 16, 20, 21, 23, 24 and 57 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Sunshine et al. (US 4,780,463) in view of Vishwanathan et al. 
(PGPub 2002/0119192). Applicant's arguments regarding the Sunshine et al. reference 
are discussed below. 

As discussed in the Office Action mailed December 7, 2007, Sunshine et al. 
discloses a composition comprising a skeletal muscle relaxant and an NSAID (col 1, In 
16-19). Baclofen is exemplified as a skeletal muscle relaxant (table III) and those 
compounds can be administered in compositions wherein the skeletal muscle relaxant 
contains both an immediate and sustained release component in capsule form (table 
IV). 
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Specific controlled release polymers and the total weight of the immediate and 
sustained release component are not disclosed. Compositions in which baclofen is the 
only active ingredient present in the composition are also not exemplified. 

Vishwanathan et al. discloses oral controlled release solid dosage forms that are 
suitable for once-a-day administration of the active ingredient (abstract). Short gastric 
residence times necessitate frequent oral administration for drugs that are absorbed in 
the upper gastrointestinal tract and that controlled release of such drugs in the proximal 
gastrointestinal tract has long been sought (paragraph [0004]). Among the drugs that 
are absorbed predominantly in the upper Gl tract is baclofen (paragraph [0032]). The 
disclosed invention selectively releases the drug in a controlled manner at the gastric 
levels and upper parts of the intestine over a prolonged period of time (paragraph 
[0020]). The therapeutic system can be in the form of beads, pellets, granules, tablets or 
capsules (paragraph [0024]). The inclusion of the hydroxyalkyl cellulose polymer 
hydroxypropyl methyl cellulose extends the release profile to about 10 hours (paragraph 
[0022]). Other polymers suitable for inclusion in the compositions of Vishwanathan et al. 
include acrylic polymers such as those available under the EUDRAGIT® trade name 
(paragraph [0038]) and a variety of cellulose ethers, including several hydroxyalkyl 
cellulose polymers and alkyl cellulose polymers (paragraph [0040]). 

It would have been obvious to one of ordinary skill in the art at the time of the 
instant invention to prepare a dosage form containing both immediate and sustained 
release baclofen, as taught by Sunshine et al., and to use the controlled release 
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polymers taught as suitable for the controlled release of baclofen, taught by 
Vishwanathan et al., to prepare the controlled release portion of the dosage form. 

The ratio of the immediate release component and the controlled release 
component and the dissolution profile of the drug are both results effective parameters. 
Optimization of parameters is a routine practice that would be obvious for a person of 
ordinary skill in the art to employ and reasonably would expect success. It would have 
been customary for an artisan of ordinary skill to determine the optimal amount of each 
release component and the temporal dissolution profile of the release of the active 
ingredient in order to best achieve the desired results. 

The compositions of Sunshine et al. are directed towards a composition in which 
a skeletal muscle relaxant, with both a sustained and immediate release component, is 
present in combination with an NSAID. Vishwanathan et al. discloses that baclofen 
need not be administered in combination with another active ingredient and can be 
administered as the sole active ingredient in a controlled release dosage form. It would 
have been obvious to one of ordinary skill in the art at the time of the instant invention to 
prepare a composition with baclofen as the sole active ingredient, as taught by 
Vishwanathan et al., using the immediate and delayed release formulation for the 
skeletal muscle relaxant component of the composition taught by Sunshine et al. 

Applicant has argued that baclofen is not equivalent to the skeletal muscle 
relaxants in Table IV of Sunshine et al. as baclofen is categorized in the "Miscellaneous" 
chemical group in table III (col 12). Applicant also states that the examples are directed 
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to what appear to be immediate release formulations and that the specific formulations 
utilizing baclofen are not disclosed. 

These arguments in regards to the specific teachings of Sunshine et al. are not 
found to be persuasive. The teachings of Sunshine et al. are not limited to the specific 
examples. While the chemical structure of baclofen is different those exemplified in 
table IV, Sunshine et al. clearly discloses that this compound is a member of the 
skeletal muscle relaxant category, albeit one that does not share a core structure with 
other skeletal muscle relaxants, and therefore is suitable for use in the disclosed 
compositions. Examples 1 and 2 (col 18, In 19 - 49) do not explicitly disclose the 
release profiles of the active ingredients. However, the typical unit dose forms in Table 
IV with the asterisks all indicate compositions in which the skeletal muscle relaxant is 
present in both a sustained release form and a immediate release form. 

6. Claims 13 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Sunshine et al. and Vishwanathan et al. as applied to claims 1 3 - 1 6, 20, 21 , 23, 
24 and 57 above and further in view of Fara (2003/003171 1). 

As discussed above, Sunshine et al. and Vishwanathan et al. teach a 
composition in which a skeletal muscle relaxant such as baclofen, alone or in 
combination with an NSAID, is administered with both an immediate and controlled 
release component of baclofen. The controlled release component comprises an acrylic, 
an alkylcellulose or a hydroxyalkylcellulose polymer. 
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Neither reference discloses the stereochemical form(s) of the baclofen, although 
a structure is given in which a stereocenter is present. 

Fara et al. discloses that baclofen can be administered in the form of mixtures of 
isomers such as racemates ([0034]). A racemate is also known as racemic mixture. 

It would have been obvious to one of ordinary skill in the art to prepare a 
composition using a racemic mixture of baclofen in the immediate and delayed release 
composition taught by Sunshine et al. and Vishwanathan et al. given the knowledge of 
one of ordinary skill in the art as the existence of a racemic mixture of baclofen and the 
teachings of Fara et al. as to the efficacious administration of a racemic mixture of 
baclofen. 

7. Claims 1 3, 23 and 24 are rejected under 35 U.S.C. 1 03(a) as being unpatentable 
over Sunshine et al. and Vishwanathan et al. as applied to claims 13- 16, 20, 21, 23, 
24 and 57 above and further in view of Patel et al. 

As discussed above, Sunshine et al. and Vishwanathan et al. teach a 
composition in which a skeletal muscle relaxant such as baclofen, alone or in 
combination with an NSAID, is administered with both an immediate and controlled 
release component of baclofen. The controlled release component comprises an acrylic, 
an alkylcellulose or a hydroxyalkylcellulose polymer. 

Neither reference explicitly discloses a capsule formulation in which the capsule 
contains pellets, beads or granules. 
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Patel et al. teaches that enteric-coated delayed release oral dosage capsules, a 
type of controlled release dosage form, can contain pellets, beads or granules (col 43, 
In 3 -16). 

It would have been obvious to one of ordinary skill in the art at the time of the 
instant invention to prepare a capsule further comprises discrete units, taught by Patel 
et al. as suitable for controlled release dosing forms, with the pharmaceutical 
formulation of baclofen as taught by Sunshine et al. and Vishwanathan et al. 

Conclusion 

8. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nissa M. Westerberg whose telephone number is 
(571)270-3532. The examiner can normally be reached on M - F, 8:00 a.m. - 4 p.m. ET. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571) 272-0616. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 
NMW 



